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This message is (o updale you on our discussions with FD A regarding Loirones & (alosctron
hydrochloride). We have previously nolified you of the Public Citizen’s Petition to the FDA that Lolrones
be withdrawn from the market, We will be mcecting with the FD A on Manday November 13% o reviow
{hic availablic dala on the safoly profile of Loironex, The FDA is considering further restriclions for
distribution of Lotronox, Since Public Cilizen has asked for wilhdrawal of the praduct this might be one of
the lepics [or Manday,

We have eonlidence in the officacy and salety profile of Loironex in tho treaiinciut of appropriate fbmalo
patienis with diarrhca-predominant 1BS. We arc comuuitied lo laking further steps (o support patient and
physician understauding of appropriatc pationt sclectior iuporiant salety information, and proper
managemen( of palienis on Lotrofics.

L have provided an Internol site and mailing address if you would like 10 comuuent 1o tho FOA,
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Or you can e-mail the FDA at {dadockets@oc. fda.gov
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NOTE: BECAUSE THIS I8 THE GENERAL DOCKET ADDRESS, PHYSICIANS SHOUED
REFER TO THE DOCKET NUMBER-IA R-Fivee XEWNET NUMBER IS:

c No. 00P-1488/CP1
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